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DETAILED ACTION 
Status of Action 

Claims 1-80 are pending and examined. 

Applicant has provided arguments for the patentability of claims 1-80 in the 
response filed 18 November 2005. Applicant's arguments with respect to claims 1-80 
have been considered but are moot in view of the new ground(s) of rejection. Any 
rejection not specifically stated in this Office Action has been withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 112 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1-6, 8-12, 14-20, 22-27, 29, 46-49 and 57-72 are rejected under 35 

U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 

The claim(s) contains subject matter which was not described in the specification in 

such a way as to reasonably convey to one skilled in the relevant art that the 

inventor(s), at the time the application was filed, had possession of the claimed 

invention. This is a written description rejection. 
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To satisfy the written description requirement, applicant must convey with 
reasonable clarity to one skilled in the art, as of the filing date that application was in 
possession of the claimed invention. A lack of adequate written description issue also 
arises if the knowledge and level of skill in the art would not permit one skilled in the art 
to immediately envisage the product claimed from the disclosed process. See, e.g., 
Fujikawa v. Wattanasin, 93 F.3d 1559, 1571, 39 USPQ2d 1895, 1905 (Fed. Cir. 1996) 
(a "laundry list" disclosure of every possible moiety does not constitute a written 
description of every species in a genus because it would not "reasonably lead" those 
skilled in the art to any particular species); In re Ruschig, 379 F.2d 990, 995, 154 USPQ 
118, 123 (CCPA1967). 

Possession may be shown in many ways. For example, possession may be 
shown by describing an actual reduction to practice of the claimed invention. 
Possession may also be shown by a dear depiction of the invention in detailed 
drawings or in structural chemical formulas which permit a person skilled in the art to 
clearly recognize that applicant had possession of the claimed invention. An adequate 
written description of the invention may be shown by any description of sufficient, 
relevant, identifying characteristics so long as a person skilled in the art would 
recognize that the inventor had possession of the claimed invention. For example, a 
specification may describe an actual reduction to practice by showing that the inventor 
constructed an embodiment or performed a process that met all the limitations of the 
claim and determined that the invention would work for its intended purpose or an 
applicant may show possession of an invention by disclosure of drawings or structural 
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chemical formulas that are sufficiently detailed to show that applicant was in possession 
of the claimed invention as a whole. 

An applicant may also show that an invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics which provide evidence that 
applicant was in possession of the claimed invention, i.e., complete or partial structure, 
other physical and/or chemical properties, functional characteristics when coupled with 
a known or disclosed correlation between function and structure, or some combination 
of such characteristics. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" means that the species which are 
adequately described are representative of the entire genus. Thus, when there is 
substantial variation within the genus, one must describe a sufficient variety of species 
to reflect the variation within the genus. The disclosure of only one species 
encompassed within a genus adequately describes a claim directed to that genus only if 
the disclosure "indicates that the patentee has invented species sufficient to constitute 
the gen[us]." 



Application/Control Number: 10/626,142 Page 5 

Art Unit: 1614 

Applicant has not conveyed possession of the invention with reasonable 
clarity to one skilled in the art. A "fluoride releasing group" is described in the 
specification on page 1 1 as the following: 

20 FLUORIDE RELEASING GROUPS 

Suitable fluoride releasing groups include fluoride salts as disclosed, for 
example, in U.S. Pat. Nos. 5,607,663 (Rozzi etalj, 5,662,887 (Rozzi et al.), 
5,866,630 (Mitra et al ), 5,876,208 (Mitra et al.), 5,888,491 (Mitra et al ), and 
6,31 2,668 (Mitra et al.). A preferred fluoride releasing group includes 

25 tetrafluoroborate anions as disclosed, for example, in U.S. Pat. No. 4,871,786 
(Aasen et al ). A preferred repeating unit of a fluoride releasing group includes 
trimemylammoniumethyl methacrylate. 

Besides the tetrafluoroborate listed and the fluoride releasing groups disclosed 
in EP 0363095 to Minnesota Manufacturing and Mining Company, no other definition or 
explanation by way of example or function are provided for a "fluoride releasing group". 
Moreover, the instant Specification points to US Patent No. 5,607,663 and US Patent 
No. 6,312,668 for suitable fluoride releasing groups both of which contain virtually the 
same language cited as art over the instant claims and argued by Applicant. 
Therefore, the recitation of "fluoride releasing group" is not enabled by the Specification 
to one of ordinary skill in the art. 

Claims 1-6, 8-12, 14-20, 22-27, 29, 46-49 and 57-72 are rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for a dental 
whitening composition comprising trimethylammoniummethyl methacrylate 
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tetrafluoroborate as a fluoride releasing group that performs unexpectedly better than 
the prior art, does not reasonably provide enablement for all fluoride releasing agents 
outside of those disclosed in EP 0363095 to Minnesota Manufacturing and Mining 
Company. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 
commensurate in scope with these claims. 

In this regard, the application disclosure and claims have been compared per the 
factors indicated in the decision In re Wands, 8 USPQ2nd 1400 (Fed. Cir. 1988) as to 
undue experimentation. 
The factors include: 

1 ) the nature of the invention; 

2) the breadth of the claims; 

3) the predictability or unpredictability of the art; 

4) the amount of direction or guidance presented; 

5) the presence or absence of working examples; 

6) the quantity of experimentation necessary; 

7) the state of the prior art; and , 

8) the relative skill of those skilled in the art. 

Each factor is addressed below on the basis of comparison of the disclosure, the 
claims and the state of the art in the assessment of undue experimentation. 

1 ) the nature of the invention; the invention is directed to a dental whitening 
composition. 

2) the breadth of the claims; the scope of the claims includes all fluoride 
releasing groups. 
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3) the predictability or unpredictability of the art; as noted above, without a 
clear description of "fluoride releasing group", one of ordinary skill in the art 
would not be able to predict the functional efficacy of such a group. Other than 
the groups disclosed in EP 0363095 to Minnesota Manufacturing and Mining 
Company, the instant Specification does not provide any written description of a 
"fluoride releasing group" other than a list of references, most if not all of which 
are cited as equivalent to the below cited Mitra et al. reference (see rejection 
under 35 (JSC §103). 

4) the amount of direction or guidance presented; the specification does not 
provide any guidance for the use of a "fluoride releasing group" other than the 
showing that trimethylammoniummethyl methacrylate tetrafluoroborate works 
better than another fluoride releasing group; dimethylhexadecylammoniumethyl 
methacrylate bromide. 

5) the presence or absence of working examples; other than the working 
examples noted above, there is no description for nor working examples of 
additional "fluoride releasing groups". Note that in cases involving physiological 
activity such as the instant case, "the scope of enablement obviously varies 
inversely with the degree of unpredictability of the factors involved". See In re 
Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 

6) the quantity of experimentation necessary; the quantity of 
experimentation would be an undue burden to one of ordinary skill in the art and 
amount to the trial and error type of experimentation. Thus, factors such as 
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"sufficient working examples", "the level of skill in the art" and "predictability", etc. 

have been demonstrated to be sufficiently lacking in the instant case for the 

instant method claims. In view of the breadth of the claims, the chemical nature 

of the invention and unpredictability of the functionality of "fluoride releasing 

groups", and the lack of working examples regarding the activity as claimed, one 

skilled in the art would have to undergo an undue amount of experimentation to 

use the instantly claimed invention commensurate in scope with the claims. 

In consideration of each of factors 1-8, it is apparent that there is undue experimentation 
because of variability in prediction of outcome that is not addressed by the present 
application disclosure, examples, teaching and guidance presented. Absent factual 
data to the contrary, the amount and level of experimentation needed is undue. 

Claim Rejections - 35 USC § 102 

Claims 1-3, 23-25, 30-32, 46, 49-50, 53-56 and 65-72 are rejected under 35 
U.S.C. 102(b) as being anticipated by EP 0363095 to Minnesota Manufacturing and 
Mining Company. 

The EP 0363095 reference discloses sealants, adhesives and the like (in current 
claims see page 3 lines 12-15) that are for example, brushed onto a dental surface (in 
current claims 53-56 and 65-72; see page 8 line 15) comprising tetrafluoroborate ions 
as fluoride releasing groups wherein the fluoride sources are compounds of Formula II: 
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BF M - R 

* | U-i) 

L 

II 

wherein n is 4, R is methyl and further wherein the compounds of Formula II may 
serve as polymerizable fluoride sources if the R value comprises a moiety such as a 
methacrylate (see page 5 lines 40-45) as well as the compounds having the following 
formula comprising a hydrophobic fluorine-containing group: 



V 




The EP 0363095 reference also teaches fluoride releasing groups such as 
tetramethylammonium tetrafluoroborate, which absent evidence to the contrary, have 
the same functionality as trimethylammoniummethyl tetrafluoroborate as well as a 
fluoride source that may be polymerizable with a polymerizable monomer comprising 
straight or branched alkyl chains (in current claims 1-3, 23-25, 30-32, 46, 49-50; see 
page 3 lines 24-40). Finally, the EP 0363095 reference teaches peroxides which after 
application to the tooth are exposed to light (see page 7 lines 55-end). 
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Claim Rejections - 35 USC § 103 



Claims 1-80 are rejected under 35 U.S.C. 103(a) as being unpatentable over EP 
0363095 to Minnesota Manufacturing and Mining Company and further in view of US 
Patent No. 6,083,421 to Huang et al. 

The EP 0363095 reference discloses sealants, adhesives and the like (in current 
claims see page 3 lines 12-15) that are for example, brushed onto a dental surface (in 
current claims 53-56 and 65-72; see page 8 line 15) comprising tetrafluoroborate ions 
as fluoride releasing groups wherein the fluoride sources are compounds of Formula II: 



wherein n is 4, R is methyl and further wherein the compounds of Formula II may 
serve as polymerizable fluoride sources if the R value comprises a moiety such as a 
methacrylate (see page 5 lines 40-45) as well as the compounds having the following 
formula comprising a hydrophobic fluorine-containing group: 



BF 4 M - R 
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The EP 0363095 reference also teaches fluoride releasing groups such as 
tetramethylammonium tetrafluoroborate, which absent evidence to the contrary, have 
the same functionality as trimethylammoniummethyl tetrafluoroborate as well as a 
fluoride source that may be polymerizable with a polymerizable monomer comprising 
straight or branched alkyl chains (1-3, 23-25, 30-32, 46, 49-50; see page 3 lines 24-40). 
Finally, the EP 0363095 reference teaches peroxides which after application to the tooth 
are exposed to light (see page 7 lines 55-end). 

The EP 0363095 reference does not teach any particular amounts of peroxides. 

Huang et al. further teach that oxides such as carbamide peroxide can be 
present in an amount of from 6 to about 20% (in current claims 4, 8-14, 18, 26, 33, 37- 
40, 44, 46-51 , see Abstract). 

One skilled in the art would be motivated to combine the EP 0363095 reference 
with Huang et al. since both are directed to teeth whitening compositions comprising 
peroxides which can be applied as a topical coating (see col 2 lines 35-40). Thus, the 
claimed invention of the composition was within the ordinary skill in the art to make and 
use at the time it was made and was as a whole, prima facie obvious. 

Claim 35 is rejected under 35 U.S.C. 103(a) as being unpatentable over EP 
0363095 to Minnesota Manufacturing and Mining Company as applied to claims 1-80 
above taken with US Patent No. 4,018,732 to Lakshmanan. 

The EP 0363095 reference does not recite the hydrophobic hydrocarbon 
octadecylacrylate specifically. 
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Lakshamanan discloses an oral adhesive material with includes octadecyl 
acrylate (see col 1 lines 54-55). 

One of skill in the art would be motivated to combine the EP 0363095 reference 
with Lakshamanan and as combined would make the above claim obvious. Both 
references are directed to oral care compositions. Further, the EP 0363095 reference 
describes a hydrophobic composition such that one skilled in the art would expect 
success by substituting the octadecyl acrylate of Lakshamanan for the acrylate page 5 
line 43 of the EP 0363095 reference. Thus, the claimed invention of the composition 
was within the ordinary skill in the art to make and use at the time it was made and was 
as a whole, prima facie obvious. 

Response to Arguments - 35 USC § 102 

Applicant's arguments, see Response, filed 18 November 2005, with respect to 
the rejection(s) of claim(s) 1-5, 8-11, 14-19, 22, 30-34, 36-48 and 50-80 under 35 USC 
§ 102 have been fully considered and are persuasive. Therefore, the rejection has 
been withdrawn. However, upon further consideration, a new ground(s) of rejection is 
made in view of EP 0363095 to Minnesota Manufacturing and Mining Company. The 
comments in the response do not address this reference with regard to the currently 
presented anticipation rejection. 
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Response to Arguments - 35 USC § 103 

Applicant's arguments, see Response, filed 18 November 2005, with respect to 
the rejection(s) of claim(s) 1-80 under 35 USC § 103 have been fully considered and 
are persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made in view of EP 0363095 to Minnesota 
Manufacturing and Mining Company and further in view of US Patent No. 6,083,421 to 
Huang et al. The comments in the response do not address this reference with regard to 
the currently presented obviousness rejection. Specifically, the comments on page 1 1 
of the response file 18 November 2005 have been considered but are unpersuasive. 
Applicant states that the EP 0363095 reference does not teach a whitening agent as 
claimed in the instant application. As discussed in the above rejection the EP 0363095 
reference does, contrary to Applicant's position, does teach a whitening agent. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michel Graffeo whose telephone number is 571-272- 
8505. The examiner can normally be reached on 9am to 5:30pm Monday to Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
20 January 2006 . 0 / , 
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